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(b) The nature of the hearing and the 
legal authority and jurisdiction under 
which the hearing is to be held; 

(c) A description of the procedures 
for the conduct of the hearing; 

(d) The names, addresses, and tele-
phone numbers of the representatives 
of the government and of the respond-
ent, if any; and 

(e) Such other matters as the Center 
or the presiding officer deems appro-
priate. 

§ 17.15 Parties to the hearing. 
(a) The parties to the hearing shall 

be the respondent and the Center(s) 
with jurisdiction over the matter at 
issue. No other person may participate. 

(b) The parties may at any time prior 
to a final decision by the entity decid-
ing any appeal agree to a settlement of 
all or a part of the matter. The settle-
ment agreement shall be filed in the 
docket and shall constitute complete 
or partial resolution of the administra-
tive case as so designated by the settle-
ment agreement. The settlement docu-
ment shall be effective upon filing in 
the docket and need not be ratified by 
the presiding officer or the Commis-
sioner of Food and Drugs. 

(c) The parties may be represented by 
counsel, who may be present at the 
hearing. 

§ 17.17 Summary decisions. 
(a) At any time after the filing of a 

complaint, a party may move, with or 
without supporting affidavits (which, 
for purposes of this part, shall include 
declarations under penalty of perjury), 
for a summary decision on any issue in 
the hearing. The other party may, 
within 30 days after service of the mo-
tion, which may be extended for an ad-
ditional 10 days for good cause, serve 
opposing affidavits or countermove for 
summary decision. 

The presiding officer may set the 
matter for argument and call for the 
submission of briefs. 

(b) The presiding officer shall grant 
the motion if the pleadings, affidavits, 
and other material filed in the record, 
or matters officially noticed, show that 
there is no genuine issue as to any ma-
terial fact and that the party is enti-
tled to summary decision as a matter 
of law. 

(c) Affidavits shall set forth only 
such facts as would be admissible in 
evidence and shall show affirmatively 
that the affiant is competent to testify 
to the matters stated. When a motion 
for summary decision is made and sup-
ported as provided in this regulation, a 
party opposing the motion may not 
rest on mere allegations or denials or 
general descriptions of positions and 
contentions; affidavits or other re-
sponses must set forth specific facts 
showing that there is a genuine issue of 
material fact for the hearing. 

(d) If, on motion under this section, a 
summary decision is not rendered on 
all issues or for all the relief asked, and 
if additional facts need to be developed, 
the presiding officer will issue an order 
specifying the facts that appear with-
out substantial controversy and direct-
ing further evidentiary proceedings on 
facts still at issue. The facts specified 
not to be at issue shall be deemed es-
tablished. 

(e) Except as provided in § 17.18, a 
party may not obtain interlocutory re-
view by the entity deciding the appeal 
(currently the DAB) of a partial sum-
mary decision of the presiding officer. 
A review of final summary decisions on 
all issues may be had through the pro-
cedure set forth in § 17.47. 

§ 17.18 Interlocutory appeal from rul-
ing of presiding officer. 

(a) Except as provided in paragraph 
(b) of this section, rulings of the pre-
siding officer may not be appealed be-
fore consideration on appeal of the en-
tire record of the hearing. 

(b) A ruling of the presiding officer is 
subject to interlocutory appeal to the 
entity deciding the appeal (currently 
the DAB) if the presiding officer cer-
tifies on the record or in writing that 
immediate review is necessary to pre-
vent exceptional delay, expense, or 
prejudice to any participant, or sub-
stantial harm to the public interest. 

(c) When an interlocutory appeal is 
made, a participant may file a brief on 
the appeal only if specifically author-
ized by the presiding officer or the en-
tity deciding the appeal (currently the 
DAB), and if such authorization is 
granted, only within the period allowed 
by the presiding officer or the entity 
deciding the appeal. If a participant is 

VerDate Nov<24>2008 11:46 May 05, 2009 Jkt 217065 PO 00000 Frm 00198 Fmt 8010 Sfmt 8010 Y:\SGML\217065.XXX 217065er
ow

e 
on

 P
R

O
D

1P
C

63
 w

ith
 C

F
R



189 

Food and Drug Administration, HHS § 17.21 

authorized to file a brief, any other 
participant may file a brief in opposi-
tion, within the period allowed by the 
entity deciding the appeal (currently 
the DAB). The deadline for filing an in-
terlocutory appeal is subject to the dis-
cretion of the presiding officer. 

§ 17.19 Authority of the presiding offi-
cer. 

(a) The presiding officer shall con-
duct a fair and impartial hearing, avoid 
delay, maintain order, and assure that 
a record of the proceeding is made. 

(b) The presiding officer has the au-
thority to: 

(1) Set and change the date, time, 
and place of the hearing on reasonable 
notice to the parties; 

(2) Continue or recess the hearing in 
whole or in part for a reasonable time; 

(3) Require parties to attend con-
ferences for settlement, to identify or 
simplify the issues, or to consider 
other matters that may aid in the ex-
peditious disposition of the proceeding; 

(4) Administer oaths and affirma-
tions; 

(5) Issue subpoenas requiring the at-
tendance and testimony of witnesses 
and the production of evidence that re-
lates to the matter under investiga-
tion; 

(6) Rule on motions and other proce-
dural matters; 

(7) Regulate the scope and timing of 
discovery consistent with § 17.23; 

(8) Regulate the course of the hearing 
and the conduct of the parties; 

(9) Examine witnesses; 
(10) Upon motion of a party for good 

cause shown, the presiding officer may 
allow a witness to be recalled for addi-
tional testimony; 

(11) Receive, rule on, exclude, or 
limit evidence; 

(12) Upon motion of a party or on the 
presiding officer’s own motion, take of-
ficial notice of facts; 

(13) Upon motion of a party, decide 
cases, in whole or in part, by summary 
decision when there is no genuine issue 
of material fact; 

(14) Conduct any conference, argu-
ment, or hearing on motions in person 
or by telephone; 

(15) Consolidate related or similar 
proceedings or sever unrelated matters; 

(16) Limit the length of pleadings; 

(17) Waive, suspend, or modify any 
rule in this part if the presiding officer 
determines that no party will be preju-
diced, the ends of justice will be served, 
and the action is in accordance with 
law; 

(18) Issue protective orders pursuant 
to § 17.28; and 

(19) Exercise such other authority as 
is necessary to carry out the respon-
sibilities of the presiding officer under 
this part. 

(c) The presiding officer does not 
have the authority to find Federal 
statutes or regulations invalid. 

§ 17.20 Ex parte contacts. 

No party or person (except employees 
of the presiding officer’s office) shall 
communicate in any way with the pre-
siding officer on any matter at issue in 
a case, unless on notice and oppor-
tunity for all parties to participate. 
This provision does not prohibit a per-
son or party from inquiring about the 
status of a case or asking routine ques-
tions concerning administrative func-
tions or procedures. 

§ 17.21 Prehearing conferences. 

(a) The presiding officer may sched-
ule prehearing conferences as appro-
priate. 

(b) Upon the motion of any party, the 
presiding officer shall schedule at least 
one prehearing conference at a reason-
able time in advance of the hearing. 

(c) The presiding officer may use a 
prehearing conference to discuss the 
following: 

(1) Simplification of the issues; 
(2) The necessity or desirability of 

amendments to the pleadings, includ-
ing the need for a more definite state-
ment; 

(3) Stipulations and admissions of 
fact as to the contents and authen-
ticity of documents; 

(4) Whether the parties can agree to 
submission of the case on a stipulated 
record; 

(5) Whether a party chooses to waive 
appearance at an oral hearing and to 
submit only documentary evidence 
(subject to the objection of the other 
party) and written argument; 

(6) Limitation of the number of wit-
nesses; 
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